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RECALL and product alert

Policy 

It is the policy of (Insert manufacturer name) to follow established procedures, in accordance (Insert name of applicable regulatory agency) e.g. with the TGA Uniform Recall Procedure for Therapeutic Goods, to recall any licensed therapeutic product, which has not yet been administered, for reasons relating to deficiencies in quality, efficacy or safety. 

If a nonconformity of a haemopoietic progenitor cell product is identified after distribution and before infusion, the product must be recalled and the treating physician notified, as per NPAAC Requirements.

Recall requirements do not apply to therapeutic products that cannot be recovered because they have already been administered or implanted. The consulting physician must be informed of the deficiency.

Scope

This procedure applies to the recall of biological therapeutic products and the product alert process for those products that have been implanted or administered.

definition

Biologicals: therapeutic products made from or containing human cells or human tissues. 
Recall: permanent removal of therapeutic goods from supply or use for reasons relating to deficiencies in the quality, safety or efficacy of the goods.

Recall for Product Correction: repair, modification, adjustment or re-labelling of therapeutic goods for reasons relating to deficiencies in quality, safety or efficacy of the goods. 

Responsibilities

It is the responsibility of the Quality Manager and the Facility Director/Production Manager to ensure that the recall and product alert procedures are followed. 

The Quality Manager is responsible for managing the product recall procedure and informing the Australian Recall Coordinator, if required.

The names and telephone numbers of two personnel who are authorised to implement a recall (i.e. Quality Manager and Facility Director) have been supplied to the Australian Recall Coordinator.

RECALL PROCEDURE

1. Investigate any doubts raised regarding the quality, efficacy or safety of a therapeutic product that has been distributed.

2. Determine and assess the severity of any deficiency found. Type of information required includes details of the problem, details of the product, a risk assessment and proposed actions.

3. If there is a deficiency that warrants a recall or recall for product correction, contact and inform the treating/consulting physician. 

4. Determine whether the product has been administered.

· If a TGA licensed product has not been administered, the Quality Manager should consult with the Australian Recall Coordinator for agreement on the recall strategy. 

· Cell therapy products (e.g. HPC products) that have not been administered must be recalled and the treating physician and relevant directors notified. Record notification on the Product Alert Form.

· If the product has been administered to the patient, the consulting physician must be fully informed (see Product Alert section). The TGA Uniform Recall Procedure does not apply.

5. If required, provide a report to the Australian Recall Coordinator containing the information required by the Uniform Recall Procedure for Therapeutic Goods. Refer to the Human Blood and Tissue Recall Reporting Form.

6. Any affected product remaining in storage is to be quarantined or disposed of, as required. 
7. Initiate a Compliance Management in (Insert quality management system name). Record all actions taken to investigate reasons for the deficiency, identify root causes, prevent any recurrence and evaluate the effectiveness of changes made. 

8. Store all records and correspondence in the patient/product records file.

product alert
1. If the product has been administered to the patient, the Facility Director is to inform the consulting physician and/or donor registry of the deficiency.

2. Use the Product Alert Form to record the nature of the deficiency, communications and actions taken. NOTE: The Product Alert Form may also be used to record notification provided to the consulting physician by (Insert manufacturer name) of products testing positive for microbial contamination that have not yet been distributed.
3. Initiate a Compliance Management and record the CM number on the Product Alert Form if root cause investigation and preventative actions are required.
4. Facility Director or Medical Director to review and sign the completed Product Alert Form. 

5. Store all records and correspondence in the patient/product records file.

6. Store a copy of the Product Alert Form in the Product Alert File. 

7. Quality Coordinator to document the product alert in the Quality Report to the (Insert manufacturer name) Management Review Meeting.

8. Quality Coordinator and/or Facility Director to bring the product alert to the attention of the relevant clinical program meeting.

records

All recall records and correspondence are stored in the patient/product records file. 

A copy of the Product Alert Form is stored in the Product Alert File. 
Quality Coordinator to record products testing positive for microbial contamination on the Positive MCT list on (Insert network file path).

FORMs 

Disposal Form FORM53

Product Alert Form FORM85

TGA Uniform Recall Procedure for Therapeutic Goods forms:

Authorised Persons Form (Facsimile Message to the Australian Recall Coordinator), Appendix VI 
Human Blood and Tissue Recall Reporting Form 

(available at http://www.tga.gov.au/pdf/forms/problem-bt-forms-recall.pdf )
Documentation and References

1. Therapeutic Goods Administration – Uniform Recall Procedure for Therapeutic Goods, 2004 edition.

2. NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells. (Fifth Edition 2015) – published 01 Aug 2015
3. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration.
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